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I. Basis of th r port 

1 . This report has been drawn on the basis of (substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
the report since they do not contain amendments): 



Description, pages: 



1-7 



as originally filed 



Claims, No.: 



1-18 



as originally filed 



2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 



4. Additional observations, if necessary: 



V. R asoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1 . Statement 
Novelty (N) 

Inventive step (IS) 



Yes: Claims 1-18 

No: Claims 

Yes: Claims 1-18 

No: Claims 



Industrial applicability (IA) Yes: Claims 1-18 

No: Claims 
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INTERNATIONAL PRELIMINARY International application No. PCT/IB99/01 460 

EXAMINATION REPORT - SEPARATE SHEET 



C mments n item V 

1 . Having regard to the present prior art the subject-matter of claims 1-18 seems to 
be novel, since none of the documents cited in the search report describes either 
a nimesulide composition comprising glyceryl monoolein in an amount of 17-59%, 
nor a glyceryl monoolein-solvent phase with a crystal structure. The preparation 
process has also not been described. 



2. D1 (EP-A-0 812 587) relates to compositions comprising 0.1-10% nimesulide, 0.5- 
60% percutaneous enhancer, 0-12% surfactant (glyceryl monooleate, among 
others), 0.2-19% gelling agent and 5-97% vehicle/bases. 

D2 (US-A-5 716 609) discloses compositions containing the same ranges for each 
ingredient.. Examples are identical in both applications. 

2.1 These documents differ from the subject-matter of claims 1-14 in the amounts of 
the ingredients forming the composition, and specifically the amount of glyceryl 
mono-oleate. The technical effect of this difference is the obtention of 
compositions which are non-staining and easily absorbable. 

The technical problem to be solved seem thus to be: how to provide non-staining 
and better absorbable nimesulide compositions. Neither D1 nor D2 (regarded as 
the closest prior art documents) provide a solution to the problem. This is shown 
in the tests provided by the Applicant, wherein formulations from D1 and D2 are 
compared with compositions prepared according to the present international 
application. 

Hence, the solution proposed in claims 1-14 appears to involve an inventive effort. 

2.2 The methods of claims 15-18 have not been suggested by the available prior art. 
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International filing date (day/month/year) 

12/08/1999 


(Earliest) Priority Date (day/month/year) 

12/08/1998 


Applicant 

EDKO TRADING AND REPRESENTATION COMPANY ...et. al . 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This International Search Report consists of a total of 2 sheets. 

[T] It is also accompanied by a copy of each prior art document cited in this report. 



1 . Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

I I the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23.1 (b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing : 

| | contained in the international application in written form. 

filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in corriputer readble form. 



□ 
□ 
□ 
□ 



2. 
3. 



□ 

□ 
□ 



the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished 

Certain claims were found unsearchable (See Box I). 
Unity of invention is lacking (see Box II). 



4. With regard to the title, 

| | the text is approved as submitted by the applicant. 

|"X~| the text has been established by this Authority to read as follows: 

NIMESULIDE CONTAINING TOPICAL PHARMACEUTICAL COMPOSITIONS 



5. With regard to the abstract, 

PC] the text is approved as submitted by the applicant. 

□ the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
within one month from the date of mailing of this international search report, submit comments to this Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. — 

| | as suggested by the applicant. Q None of the figures. 

| | because the applicant failed to suggest a figure. 

| | because this figure better characterizes the invention. 
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"E" earlier document but published on or after the international 
filing date 
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which is cited to establish the publication date of another 
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"O" document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to the international filing date but 
later than the priority date claimed 



"T" later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 
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